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• Thisrecordincludesbasicinformation
consideredby theAgencyindeveloping
this noticeandis availableforpublic
inspectionandcopyingin theOPTS
ReadingRoom,Rm.E.-107,from8~a.m..to
4 p.m., Monday throughFriday,except
legalholidays(401M St.,SW.,.
Washington,D.C.20460).TheAgency
will supplementtherecordperiodically
with additionalrelevantinformation
received.

List of Subjectsin40 CFRPart799

Testing,Environmentalprotection.
Hazardousmaterial,Chemicals.
(Sec.4, Pub.L94—469.90Stat.2003;15U.S.C.
2601)

Dated:November3, 1984. -

William Ii Ruckeishaug,
Administrator.
IFR Doc. 84-3O22~Filed fl—l8-e4: 8’.45ain~

BILUNG CODE s5~O-5O-M. - -

40 CFR Part 799
4

Ecc’TS—42061;FRL 2690—5)

Oleylamine; Proposed Test Rule

AGENCY:EnvironmentalProtection
Agency(EPA).
ACTION: Proposedrule.

SUMMARY: TheEPA is proposingthat
manufacturersandprocessorsof
oieyamine(9-octadecenylamine,ODA)
berequired,undertheToxicSubstances
ControlAct, to perforrmtestingfor (I)
developmentaltoxicity, (2190-day
dermalsubchronictoxicity whichwill
includeneurobehavioralobservations,
emphasison reproductivesystem

I. Introduction
• Secti~.4~~e)cfTSCA (Pub. L. 94—469,
/ 90Stat. 2003etseq.;15 U.S.C.26ç~1et
~seq.)establishedan~lnteragen-cyTesting

Committee(fTC) to recommendto EPA
a list of chemicalsto be consideredfor

- - testingundersection4(a)of theAct.
The fTC designatedoleylamine(9-

octadecenylamine,or OD& CAS ~i12—
90—3) for priority considerationin its
13thReportandsubmittedit to EPAon
November25, 1983.Thesubmissionwas
publishedin theFederalRegisterof
December14, 1983 (48 FR 55674).
(Hereafter“ODA” will referto the
substance,9-octadecenylamine,and the
term“oleylamirie” will referto
commericalfatty aminemixtures
containing65 to 76 percentaDA.) The
1TC recommendedthatODA be
consideredfora stagedtestingprogram.

~beginningwith toxicokinetics.and then

testingfor mutagenicityand
teratogenicityif percutaaeous
absorptionis demonstrated.This notice
of proposedrulemakingservesas EPA’s
responseto therecommendationsof the
fTC for ODA. Thebasesof these
recommendationswereas follows:
productionof 4.5 to 5.5 million pounds
peryear,estimatedoccupational
exposureof 3,155workers.positi’~edata
fromdietaryandintraperitoneal
teratogenicitystudies,andlackof
sufficient datato characterizetheeffects..
of concernfor ODA.

Undersection4(a) of TSCA. the
Administratorshallby rule require
testingof a chemicalsubstanceor
mixture to developapprorpriatetest
dataif theAgencyfinds that:

(A)~fl themanufacture,distributionin
commerce,processing,use,ordisposalof a.
chemicalsubstanceormixture, or thatany
combinationof suchactivities,maypresent
anunreasonablerisk of injury to healthor the
environment, 0

(ii) thereareinsufficientdataand
experienceuponwhichtheeffectsof such
manufacture,distributionin commerce,
processing,use,or disposalof suchsubstance
ormixtureor of anycombinationof such
activitieson healthor theenvironmentcan.
reasonablybe determinedor predicted.and

(iii) testingof suchsubstanceormixture
with respectto sucheffectsis necessaryto
developsuchdata;or

• (B)U) achemicalsubstanceor mixtureis or
will beproducedin substantialquantities.
and(1) it entersor mayreasonablybe
anticipatedto enterthe environmentin
substantialquantitiesor (11) thereis or may
besignificantorsubstantialhumanexposure
to suchsubstanceor mixture,

(ii) thereareinsufficientdataand
experienceuponwhichtheeffectsof the
manufacture,distributionin commerce,
processing,use,ordisposalof suchsubstance
or mixtureorof anycombinationof such
activitiesonhealthor theenvironmentcan
reasonablybedeterminedorpredicted,and

(iii) testingof suchsubstanceormixture
with respectto sucheffectsis necessaryto
developsuchdata. - -

In making asection4(a)(1)(A)(i)
finding, EPAconsidersboth exposure
andtoxicity informationto makethe
finding that thechemicalmay presentan
unreasonablerisk. For thefirst finding
undersection4(a)(1)(BLEPAconsiders
only production,exposureandreiease
information to determineif thereis
substantialproduction.andsignificantor
substantialexposureor substantial
release.For thesecondfinding under
both sections4(a)(1)(A) and4(a)(1)(B),
EPA examinestoxicity andfatestudies
to determineif existinginformation is
adequateto reasonablydetermineor
predict theeffectsof humanexposureor
environmentalreleaseof thechemical.
In making the third finding that testingis

Substances.Letter to diethylen.egiycolbutyi ~istopathology, andadermalabsorption
•ethermanufacturersandusers.1984. • J~etermination.and(3.) mutagenicity

(17) USEPA.(May I). Behaviurfdistri~ution /usinga tieredschemewith trggersto
of diethyleneglycol butyl etherin the loncogenicitytesting.This proposedrule
environment.Intraagencymemorandumfrom
R. Kinersonto P. Price,Office of Toxic is in responseto theInteragencyTesting
Substances,U.S.En’iironmentalProtection Committee’sdesignationof ODA for
Agency,Washington,DC20460. 194g. priority considerationof healtheffects

(18) USEPA. (November20) U.S. • testing.
EnvironmentalProtectionAgency.ENPART DATES: Submitwritten commentson or
analysisof DCBA. TCD, andoleylamine. beforeJanuary18, 1985.Make requests
Interagencymemorandumto TestRules to submitoralcommentsby January-3,
DevelopmentBranch,Officeof Toxic 1965.11 requestsaremadeto submitoral
Substances.U.S. EnvironmentalProtection
Agency.Washington,DC 23460.1984. comments,EPA will hold apublic

(19)USEPA. U.S.EnvironmentalProtection meetingonFebruary4,1985,on this rule
Agency.TSCAChemicalSubstances• • in Washington.D.C. For further
Inventory(publicportion).Washington.DC informationon arrangingto speakatthe
20460.1984. meetingseeUnit.VI of this preamble.

(20)Vo1pe,~P. (Nov.18), Natibnal -ADDRESS:Submitwritten commentsin
AssociationofPrinting InkManufacturers. I triplicate identifiedby thedocument
Harrison,NY. Personalcommunicationwith~.
A. Engelkemeir,DynamacCorp.,t140 - J control-number(OPTS—42061)to:TSCA
RockvillePike, Rockville, MD 2085Z.1983.• •- PublicIhforrnationOffice ITS—793),

(21~Woebkenberg.~. (Dec8). SCMGlidden Officeof PesticidesandToxic
Corp..6151SpragueRd.,Strongaville,OH • - • Substances,EnvironmentalProtection
44138.PersonalCommunicationwith A. • Agency,Rm. E—10&, 401M St. SW.,
Engelkemeir.Dynamaccorp..11140Rockville Washington,D.C. 20460.
Pike. Rockville, MI) 20852.1983. A public versionof theadministrative

recordsupportingthis action(with any-
confidentialZusinessinformation
deleted)is availablefor inspectiOnat
theaboveaddressfrom B a.m. to 4 p.m.,
MondaythroughFriday, exceptlegal
holidays.
FOR FURThER INFORMATION CONTACTI

• EdwardA. Klein, Director.T~SCA -

- AssistanceOffice (TS—799),Rrn, E—543,
401M St.SW., Washington.D.C.20460,
Toll Free:(800—424—9065),In
Washington,D.C.: (554—1404),Outside
theUSA:(Operator—202—554—1404).
SUPPLEMENTARY INFORMATION: EPA is
issuinga proposedtestruleunder
section4(a) of TSCA in responseto the
InteragencyTestingCommittee’s
designationof oleylaminefor health
effectstestingconsideration.
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necessary.EPA considerswhetherany-
• ongoingtestingwill satisfythe

informationneedsfor thechemicaland
• whethertestingwhich theAgencymight
• requirewould becapableof developing

• the necessaryinformation.
EPA’s approachto deterthiningwhen

thesefindingsareappropriatelymadeis
describedin detail in EPA’s first and

• secondproposedtestrulesaspublished -

in theFedeIalRegisterof July18,1980
f45 FR48528)andJune5, 1981 146FR
30300).The section4(a)(1)(A)findings -

are discusstidin45 FR 48528~and46 FR -

30300 andthesection4(a)(1)(B)findings -

- arediscussedin 46FR 30300.
In e~a1uatingtheITC’s testing -

recommendationsfor ODA, EPA .

- consideredall availablerelevant .~-

- informationincludingthefollowing:
Informationpresentedin the ITC’s • -

reportrecommendingtesting - ~. -

consideration:productionvolume,use,
exposure,arid releaseinformation

reportedby manufacturersof ODA • -

- undertheTSCAsection8(a)Preliminary
AssessmentInformationRule (40CFR -

Part712): unpublishedhealthandsafety-

- studiessubmittedby manufacturersand- -

processorsof ODA undertheTSCA -

section8(d)HealthandSafetyData •

ReportingRule(40CFR Part716):and -

otherpublishedandunpublisheddata -

availableto theAgency. • - -

.11. ProposedRule ‘ - - -

On thebasisof its evaluationas
describedin this proposedruleandthe
technicalsupportdocument(Ref. 1), -•

EPA is proposingfor ODA oral
developmentaltoxicity testing,a tiered-
mutagenicitytestingschemewith the
capacityto triggeroncogenicitytesting
(seefurtherexplanationin sectiOnVI—E
of Ref.1; seealso ILH of this notice),
anda 90-daydermalsubchronictoxicity
test.The90-day.testis to include
neurobehavioralobservations,emphasis
on reproductivesystemhistopathology
anda dermalabsorptiondetermination.
TheAgencyis proposingthis testing
undertheauthorityof section4(a)(1)(B)
of TSCA; thedevelopmentaltoxicity
testingis alsobeingproposedunder

• section4(a)(1)(A). - • - ••• -

A. ProfHe’

• ODA(CASNo. 112—90—3)is a yellow
liquid withanamrnoniacalordor.
Typical fatty aminemixtures (67percent
ODA) havea boilingrangeof 275—344 ‘C
at 760 mrnHGanda specificgravity of
0.619at 38 ‘C. ODA’s solubility in water

- ~TheAgencyhasconcludedthat the term
‘~developmert~aItoxicity” ismore appropriate than
the term “terato~enicjty”and therefore it will be
usedin placeof the term “teratogenicity”. For a
more completediscussionsee49 FR 39810(October
10.1984).

is estimatedtobe0.5X 1O~~mg/I or less
at20 ‘C, its estimatedvaporpressureis -

0.5 x 10~mm Hg at 10°Candits
estimatedlog P(octanol-waterpartition
coefficient)rangesfrom 7.3 to 8.1.
CH3(CH2)7Ch=CH(CH2),CH2NH29=octadecenylamine(ODA) -

Industryestimatesof productionof
oleylamine in 1982rangefrom5.5 to6.5
million pounds,andtheU.S.
InternationalTradeCommission-

(USITC) reports1982oleylamine
productionto be4.952million pounds.
Both of theseproductionfiguresarefor
fattyaminemixturescalledoleylamine
by the producers.EPAestimatesthatthe
,ODA containedin all thefatty amine-.
mixturesproducedin1982 amountsto
between18 and29million pounds.ODA-
isproducedby sixfirms: Akzo Chemie

-• America; Wi-tcoChemcialCorp.;Jetc~
Chemicals.Inc.;SherexChemical

•Company,Inc.; Borg-WarnerCorp.;and
TomahProducts,Inc.Productionis
conductedatninesites.Akzousesa
continuousreactionprocessandthe
othersuseclosedbatchreactors.Akzo
producesoverfifty percentof the-total
U.S.production.ODA’s majorusein
whichhumanexposureis probableis as
anadditiveto petroleumlubricantsor as
anintermediatefor suchadditives.It is
alsousedasacollectoragentin ore
flotation,in asphaltpreparation,in a•

• • concretemold releaseagentandin the
manufacture’ofpaper,paperhoard.and
glues.Foramoredetaileddiscussionof
properties,productions,usesand -

exposureof oleylamineandotherODA-
containingmixtures,seetheoleylamine
supportdocumentavailablefrom the
TSCAAssistanceOffice.

based‘~-~ar-ton a study(Ref. 2) in
which ~r~nant mice(4-5 perdose
group)wereexnosedto singledosesof
ODA either byintraperitonal(i.p.)
injection (200, ~-oo,600,or 1,500mg/kg)
or orally (200,800~nr3,200mg/kg).
Maternallethalitywasproducedin the
two highestj4~groupsand-thehi3hest
oralgroup.~Vose-related-inc~reases
occurredin percentagesof fen~l
resorption(all groups)and~kçieial -

malformations(400and800 nig/kg ~

groups).Dose-relateddecreases
occurredin fetalbodyweightsin al:l i.p.
groups. • -

Thesedataarenotadequateto
characterizethepotential - -

developmentaltoxicity of ODA. The
studywastoolimited in design,and
analysisandreportingof results • -

• providedtoo little informationto
adequatelyassessODA’s potentialas a
developmentalhazard. -‘ . ‘ -

Rabbitandratstudies(Refs.3through
7) alsosupporta finding of apotential
unreasonablerisk of adverse

- developmentaleffects.In eachof these
studiespregnantrabbitsor rats(14—22
perdosegroup)wereexposedorally to a
1:1mixtureof ODA hydrofluorideand-
cetylaminehydrofluoride(1.2, 6.0, and
30 mg/kg/day)duringall or partof the
gestationperioduntil sacrificeor day21
postnatally.Teratological,fertility,
reproductive,andperinataland
postnatalobservationsweremade.
Comparedto controls,therewere
increasedintrauterinedeathsat the
majorityof doselevelsin themajority of
groups.andossification~jariationsand
malformationsat thehigherthreedose
levels in approximatelyone-halfof the
testgroups. • - -

Thesedataare alsonotadequateto
characterizethepotentialadverse
developmentaleffectsof ODA. The
effectswerenotalWay3 observedat
levelsof statisticalsignificance;.there
wasevidenceof inconsistent
observationsfrom studyto study;andit.
cannotbe determinedto whatextentthe
adverseeffectsobservedmayhavebeen
influencedby thepresenceof the.
hydrofluoi~deor cetylamine
constituents. . -

•c. EPAfind3 thatadditional
developmentaleffectstestingof ODA is
necessaryto developade4uatedatato
evaluatereasonablythedevelopmental
risksposedby exposureto ODA.

2. Thesection4(a)(1)(B)findingsare
as follows:

a. EPA finds thatODAis producedin
substantialquantities.Productionof
oleylaminewasreportedby theUSITC
to be4.952million poundsin 1982.
Productionestimatesfor ODA, however,
rangeto 29 million poundsfor 1982

-

B. Findings

• EPAis basingits proposedtestingof
ODA ontheauthorityof sections
4(a)(1)(A)and..4(a)(1)(B)of TSCA.

1; Thesection4(a)(1)(A) findings for-
developmentaleffectsare asfollows:

a. EPA finds thatthemanufacture,
processing,anduseof ODA maypresent
anunreasonablerisk of injury to human
healthdue to developmentaltoxicity
because(1) availableanimalstudies

- - - • .-- suggestthatODA maycausesuch
•effectsand(2) in excessof 2.8 million
individuals arepotentiallyexposedto
ODA asa resultof its manufacture, -

processing,anduse.Theprimaryroute
of humanentry is thoughtto be dermal
absorptionof ODA-containirig
lubricants. -

b. EPAalso finds thatthereare
insufficientanimal andhumandatato
reasonablydetermineorpredictthe
developmentaltoxicity of ODA. The

•finding of “may pres•entan unreasonable
risk” of adversedevelopmentaleffectsis
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whentheODA portionof captive
productionaswell as productionof all
commercialOSA-containingsubstances
is takenintoaccount~

b. EPAalsofinds that theremaybe
substantialhumanexposureto ODA. On
thebasisof theNationalOccupational
HazardSurveyconductedin 1972—1974.
eight occupationsin six industries
involving an estimated3,155workers
werefound tobesubjectto exposureto
ODA-containingproducts.of various-
kinds.Themajorhumanexposureroute
is thoughtto bedermalabsorptionfront
ODA-containinglubricantshandle4by-f
mechanicsandworkersinother
machine-relatedOccupations.For1984, -

theBureauof LaborStatisticshas - • -

identifiedeightmechanicandother’ • -• -:

machine-relatedoccupationswhich
involve approximately2.8 million - - --

workers.. - - — - -

c.EPAfinds thatthereare insufficient
dataavailabletoreasOnablydetermine
or predicttheeffectsof thisexposurein- -

theareasof developmentaltoxicity~
xnutagenicity,oncogenicity,subchronic
toxicity. neurobehaviorateffects,
reproductivehistopathologyanddermal
absorption.EPA, therefore-,finds that - -

testingof ODA is necessaryto develop
-• -suchdata.

Theanalysison which theabove-
findingsarebasedispresentedia the
oleylaminesupportdocumentwhichis a
partof this rulemakingrecord.(Ref.1).

~EPAis proposinglimited initial testing
• of ODAratherthan thefull rangeof

-• testingoftenusedby theAgencyunder
• section4(a)(1)~B~of TSCA.

- Iii c~sesof section4(a)(I)(B} findings
• • for chemicalswith widespreadexposure

at moderateto highconcentrationlevels,
•~suchas1,1,1-trichloj~ethane,EPAhas

generallyfolloweda policy thatdata -

from abroadrangeof testsare •

- - necessaryto reasonablydetermineor
-predicttherisksthatmaybepresented
by the chemical’smanufacture.
processing,distributionin commerce, -

• use,anddisposal.Suchtestsinclude
mutagenicity,acutetoxicity, acute

- dermalirritation/corrosion,acuteeye
irritation/corrosion, skinsensitization,

• oncogenicity,chroniceffects,
reproductive effects,teratogenicity~and
neurotoxicity (FederalRegister,June5,

1981,46 FR 30302).EPAwould require
t,estingfor all sucheffectsfor which
adequatedataarenotavailable.
However,in caseswhereEPAfinds that
thereis substantialproductionandthat
a substantialnumberof personsmaybe
exposed,butthatsuchexposureis
typically tolow levelsof a chemical,
EPAmakesa case-by-casejudgmentas
to whattestingshouldberequired.The
useof a screeningapproachseems
appropriatefor low-levelexposureto

chemicalsfor which little or no toxicity
dataexist.Adverseeffectswould only
beexpectedat theseexposurelevelsfor
highly toxic chemicals.Screeningtests
shouldenableEPA toidentify
significanttoxicitieáof the chemicaland
determinewhat.if any,furthertesting is
necessary.

Thelow-level exposuresituation -

appearsto apply to ODA. Specifically.
theAgencynotesthatuseof ODAis not
expectedto expandtotypesof products
otherthanthecurrentusein lubricants
andrelatedproducts;andthatproduct
concentrationsarelimited to1percent
or lessof oleylarnine.Thus,in •

conjurationwithexistingdataonacute
• effectsandthedevelopmentaltoxicity
testingproposedabove.EPAbelieves
thatforODA ascreeningapproach.- -

consistingof mutagenicitytestsand.a- -

90-daydermalsubchromctestwith - • -

reproductivesystemhistopathologyand
neurobehavioralobservationsis -

appropriate.Thederrnalrouteof • -

administrationreflectstheexpected-

humanexposurepattern.Theadded
reproductivesystemhistopathologyin
the~ubchronictestwill screenfor
reproductivetoxicity. Similarly, a - -

functionalobservationbatterywill
screenfor neurotoxiceffects,.and
mutagenicitytestingwill screenfor
oncogethcpotential.In all cases,
positiveresultscouldlead to a -

determinationthatmoretestingshould-

bedone;negativeresultswould provide-
reasonableassuranceof little or no
potentialrisk. - -

From datafor structurallysimilar
chemicals,EPAbelievesthatsome - • - -

derrnalabsorptionof ODA will occur- -

(seesectionVI.A of SupportDocument).
Therefore,theAgencyis notfollowing
theITC’s recommendationof aninitial
toxicokineticsstudywith testingfor - - --

specifichealtheffectsif percutaneous
absorptionis dernon~trated.However,- - -

EPA isproposingthatadermnal • - -

absorptiondeterminationbeconducted
aspart of the90-daysulbchronicstudyto
providedatareleventtointerpretingthe
oral testfordevelopmentaleffects. -

• The1TC recommendationsandEPA~s
proposedtestsaresummarizedbelow:

Test •
(ecO~nmc,d5L~On EPA proposat

Test recomrrendat,en EPA proposat

Reproductive ..._..._.... X’
system
histopathclogy..

‘Inckidedin90-daysubchron.ctesang.
5

Dependson tox~otcin~sresu~te.
‘DependsongenotoxicirySesuttS..

EPAisnotproposinganoncogenicity
bioassaybasedonthesection4(a)(1)(B)
findingbecauseEPAconsidersthe • - --

requiredmutagenicitytestsasan
appropriatefirst tier for oncogenicity.
However,EPAfinds thatif certainof the
requiredmutagenicitytestsproduce - -

positiveresults,thIswill besufficientto -

indicatethatODAmaypresentan
unreasonablerisk of oncogeniceffects. -

In suchcircumstances,EPA finds that -

withoutdatafrom a 2-yearbioassay
therewill beinsufficient datato predict - -

oncogenicity,andtestingwill be - -

necessaryto developoncogenicitydata.
Theschemefor. triggeringto higher-

tier.mutagenicityandcacogenicity
testingissimilar to thatproposedfor the
cresols(4&FR31812,July11.1983)and
the C9ai~omatichydrocarbons(48 FR
23088,May 23, 1983).The tier testing
schemeproposedfor ODA is described
in detail in unit V.1.D. of theoleylatnine
supportdocumentwhich is partof this
rule-makingrecord.TheAgencyhas
receivedandevaluatedcommentson
thesenoticesandis reviewingits ~OilC~ -

on theuseof triggersbetween
mutagenicitytestsandfrom -

inutagenicityteststo oncogenicity
testing.EPAwill publishtheresultsof
this reviewin thenearfuture.The
Agencyd.oesnotrequestfurther
commentin this area,butthosewishing
tocommentmaydo so. •

C TestSubstance - :~.- -.

ODA isroutinelymanufactured,sold.
andusedindustriallyasa fatty-amine’ • • • -

mixture.LaboratorygradeODA (97 - -

percentpure) isusedin muchsmaller - -

quantities.EPAis proposingthat thetest
substancebe thepurestcommercial
form of ODA in a suitablevehicle.
Commentsarerequestedin unitILH of -

this preambleon whetherthe
commercialor laboratorygradeODA -

would bethemostappropriatetest
substance.Thevehicleshouldbe one
suchasmineraloil for which thereare -

historicaltoxicologicaldataandwhich
will notinterferewith testresults%

D. PersonsRequiredto Test

Section4(b)(3)(B) of TSCAspecifies
that theactivitiesfor which the
Administratormakessection4(a) -

findings (manufacturing,processing.

T:STINS FOR OL.EYLAMINE—Continued

TESTING FOR OI.EILAMINE

Toxicokinetics......,...
Genotoxicsy
Teratogenicity.~.,...

x
Cor’ditionai___._.
Conditionat’_

x.
x
x
(Developmental

toxicity)
ConCitional~
x90-Daydermal

subcflronic
toxiaty.

Neurobehaviom)
ObSSfvatiOnS.

x.



distributionin commerce,useand/or
disposal)determinewhobearsthe
responsibilityfor testing.Mà~uiacturers
are requiredto testif thefindings are
based-on manufacturing(“manufacture’
is definedinsection3(7) of TSCA to-
include “import”). Processorsare
requiredtotestif thefindingsare’ based
on processing.Bothmanufacturers.and
processorsarerequiredto testif the - -

exposuresgivingrise-tothe findings • -

occurduringuse,distribution,or
disposaLBecauseEPAhasfound that
themanufacture,processinganduse-of
ODA. maypresentanunreasonablerisk
of developmentaleffectsandthat the’.
useof ODA-containingsubstancesma~
give rise,to. substantialhumanexposure
(unit 1L13),EPA.i3 proposingthatpersons..-
who manufactureorprocess,oi who
intendto manufactureor process-.
substancescontainingthis-chemicalat -

anytime from theeffectivedateof this -

testruleto theendof thereimbursement-
period,besubjectto, therule. Theendof~-

thereimbursementperiodwilrbe 5 --

- years,or an amountof time equalto that
whichwasrequiredto develop-dataif -

morethan5 years,afterthesubmission
of thelastfinal reportrequiredunder
thefinal testrule. As discussedin unit
II.E, EPAexpectsthatmanufacturers
will conducttestingandthatprocessors
will ordinarilybeexemptedfrom testing.-

BecauseTSCA.containsprovisionsto
avoid duplicativetesting,notevery • -

person-subjectto this-rule must • - • -

individuallyconducttesting.Section
4(b)(3)(AyoFTSCA providesthatEPA
maypermittwo-or moreinanufacturers• -

or processorswho are’subjectto the-rule -

to designateonesuchpersonor-a
qualifiedthird personto- conductthe’
testsan~’submitdataon theirbehalf.
Section4(c)- providesthatanyperson-
requiredto testmayapplytoEPA foran-
exemption-from thatrequirement

E. TestRuleDevelopmentand
Exemptions - - • - - -

TestruledevelopmentforODA will- -

be conductedas.a’ two-phaseprocess-
undertheregulations.iñAOCFRPart79C~
(49 FR 39774.October10,l984}~In this. -

proposedphaseI rule. EPAisproposing
that specifictestingberequired-for
ODA. Thisphaseof the rulemakingwill
allowthe public to commentonthe
decisionto requiretestingand the
specifictypesof teststo-berequired.
Phase11 will, beginafterpromulgationof
thefinal phaseI rule.In phaseII. EPA
will receive-proposedstudyplansfo~the
specifictestrequirementsadoptedin the
phaseI rule-.EPAwill makethosestudy
plansavailablefor public comment.
After comment,,theAgencywill adopt
thestudyplans,asproposedor
modified,as specific,test.standardsfor

the testsrequiredby thephase1 rule.
Personswhosubmitthestudyplanswill
be obligated,to performthetests.in-
accordancewith the teststandards
adopted - • -

EPA’sfinal regulations.for tha -

issuance’of exemptionsfronttwo-phase -

testrule testingrequirementsarein40~
CFRPart790 (49-FR 39774,October10
1984). In accordancewith theserules,
any manufacturerorprocessorsubject
to a phase-Itestrule may-submitan.
applicationto.EPAfor anexemption
from submittingstudyplans.andfrom
conductinganyor- all of thetests. - • -

requiredundersucharule. If
manufacturersperformall therequired
testing.processorswill begranted- -

‘exemptionsautomaticallywithout- -

havingto-file. applications. - -• - - - -

EPA is notproposing-to require-the-
submissionof equivalencedataasa
condition..forexemptionfrom the’ - -

proposed-testingforODA..As.notedin
unit ILC, EPAhasspecifiedthatthe~-.

highestpurityODAcommercially-- ••

- availablebe-used-fortestin& -- - - -- --

• F.ReportingRequirements. - ~-----~---

EPAisproposingthatall data -

developedunderthis rulebedeveloped -

andreportedin- accordancewith the
final TSCAGood‘LaboratoryPractice -

(GLP) Standards(40CFRPart.792).
EPA is. requiredby TSCAsection. -

4(b)(1)(C)- to.specifythetimeperiod-
duringwhichpersonssubjectto~a test.
rule mustsubmit testdata_These
deadlineswill beestablishedin the-
pjiaseII rulemakinginwhich study.
plans.are-approved.

-- TSCAsection14(b~(1)1A)(II)- governs.
Agencydisclosureof all testdata
submittedpursuantto section4of -

TSCA. Uponreceiptof datarequiredby
this rule, theAgencywill publisha
noticeof receiptin the FederalRegister
asrequiredby section4td}.

G. EnforcementProvision.s- - • - -

Section15(1)of TSGAmakes.it -- -

unlawful for anyperson.to-failo~refuse
to-complywithanyrule ororderissued--
undersection4 Section15(3) of TSCA
makesit unlawful for anypersonto fail- -

orrefuse-to (1) establishor-maintain.
records.(2)-submitreports,notices,or-
otherinformation,or (3) permit accessto.
or copyingof recordsrequiredby the-
Act or anyregulationorrule issued
underTSCA The Agencyconsidersthat
failure to complywith anyaspectof a
section4 ruleor thesubmissionof
invalid datawould beviolations of
section15 of TSCA.

Additionally, TSCAsection15(4)-
• makes.it unlawfulfor anyperson-to fail

or refusetopermitentry or inspectionas
requiredby section11.Section11

appliesto any“establishment.facility,
or otherpremises-inwhich chemical
substancesor mixturesare
manufactured,processed.stored,or held
beforeor aftertheir distributionin
commerce‘ ~ .“ TheAgencyconsiders
a testingfacility to- bea placewherethe
chemicalisheldor stored,and therefore
subjectto inspection.Laboratoryaudits!
inspectionswill beconducted -

periodicallyin accordancewith the
authorityandproceduresoutlinedin
TSCAsection11 by authorized
representativesofthe-EPAfor the-
purpose’of determiningcompliancewith
this rule, Theseinspectionsmaybe

‘~onductedfor purposeswhich include
- verification that testing•hasbegun,that-

schedulesare-beingmet,that reports
accuratelyreflecttheunderlyingraw
dataandinterpretationsand:- -

evaluationstheraof andthatthestudies
arebeing conducted.accordingto TSCA
GoodLaboratory-PracticeStandards
andtheteststandardsadoptedin. the
phaseII rule. - . -

EPA’sauthorityto-inspecta testing
facility alsoderivesfrom section-4(bJll)
of TSCA. whichdirectsEPAto
promulgatestandardsfor the
developmentof testdata.These -

standardsare definedin. section3(1Z)(B)
of TSC~toinclude thoserequirements
necessaryto assure-thatdatadeveloped
undertestingrulesarereliableand
adequate,andsuch.otherrequirements
as arenecessaryto providesuch-
assurance..TheAgencymaintainsthat
laboratoryinspebtionsarenecessaryto
provide thisassurance~ -

Violators-of TSCA aresubjectto
criminal andcivil liability. Personswho
submitmateriallymisleadingorfalse
informationin connectionwith the
requirement.ofanyprovisionofthis rule
maybesubjectto penalties-whichmay
becalculatedasif theyhadnever
submittedtheirdataUnderthepenalty
provisionof section1~of TSCA..any
person.who-violatessection15could.be
subjectto a civi’ penaltyofup toS25~OOO
perday foreach~violation.-Eachdayof
operationin.violationmayconstitutea
separateviolation. This.provisionwould--
be applicableprimarily to
manufacturersorprocessorsthatfail ~o
submit a letterof intentor anexemption
requestandthat continuemanufacturing
or processingafterthedeadlines-for
suchsubmissions.Knowingor willful
violationscould leadto theimposition
of criminal penaltiesof.up to 525,00&for
eachdayof violationandimprisonment
forup to 1 year.In determiningthe
amountof penalty.EPAwill take-into
accountthe-seriousnesso theviolation
andthedegreeof culpabilityof the
violator aswell asall theotherfactors-
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listed in section15.Otherremediesare
availableto-EPA undersection17 of -

TSCA, suchasseekinganinjunction to
restrainviolationsof TSCAsection4.

Individuals,aswell as corporations,-
couldbe subjectto.enforcementactions.
Sections15 and16 of TSCA apply to
“any person”who violatesvarious
provisionsofTSCA. EPAmay,atits
discretion,proceedagainstindividuals
as well as companies.In particular,this
includesindividualswho reportfalse
informationor who causeit to be - -

reported.In addition, thesubmissionof -

false,fictitious, or fraudulentstatements-

is aviolationunder‘18 U.S.C.1001. -

H. Issues - - - - -

1. EPAbelievesthatmanufacturers~f
anyODA-containingsubstancesshould
besubjectto this proposedrule. -

However,somesuchsubstancescontain
verysmallquantitiesof ODA. Of the --

22.2million poundsof primaryfatty - - - --

aminemixturesproducedin theU.S. in -

1982(Ref. 10),6 percentor 1.3 million
poundscontainedlessthan20 percent-.
ODA; somecontainedaslittle as1
percent.TheAgencyrequestscomment
from interestedpartiesas to whether
thereis anODA concentrationbelow -

which a manufacturerof sucha - -

substanceneednotberequiredto
- performtesting. - - -

2. EPAfinds thatODA isproducedin
substantialquantitiesandthata -

substantialnumberof peopleare
potentially exposedto it, butthat -.

exposuresareto productscontaining
low concentrationsof ODA. TheAgency

requests commentfrom interested
partieson theissueof whetherthe -

- reproductivetoxicity arid neurotoxicity
screeningtestsproposedforODA are
adequate,giventhelow expected
exposurelevelsof ODA. -

3. TheITC recommendedaninitial
toxicokineticsstudyon ODAwith -

mutagenicity andteratogenicitystudies
if percutaneousabsorptionis

- - - demonstrated.EPAproposeshealth
= - studiesinitially, with dermalabsorption

asa partof a 90-daysubchronictest. -

BecausetheAgency’sanalysissuggests
thatsomedermalabsorptionis likely
(Ref. 1), EPAbelieveshealtheffects
testingwould still benecessaryto -

- determinethe significanceof whatever
absorptiondid takeplace.ODA
producersrecommendaninitial
toxicokineticsstudyto determineODA
absorption(Ref. 9).Theyfeel thata low

degree of absorptionwould eliminate
anyneedfor furthertests.TheAgency

requests commentfrom otherinterested
parties on theissueof whetherdermal

toxicokinetics studiesshouldprecede
other testingof ODA. andif so,how a

suitablelevel of dermalabsorption

might beselectedto serveas a trigger -

--for additionalhealtheffectstesting.
4. EPAhasproposedthat therouteof

administrationof ODA be dermalin a
90-daydermalsubchronictestanda 2-
yearoncogenicitytest(if suchtestingis-
indicatedby prior mutagenicitytests)
becausethe primaryrouteof human
exposureis dermalabsorption.
However,certaindifficulties are
encounteredwhenthedermalrouteof
exposureis used.Forexample,due to
scratchingor licking by thetestanimal,
it maybedifficult to determinethe
actualamountof testsubstance- - - -

availableforabsorption.TheAgency
requestscommentfrom interested -

partiesasto whetherthedermal-or
- someotherrouteof administrationof - -

ODA shouldbeusedin the90-day - - -

- subchronicoroncogenicitytests. -

5. Although theprimaryrouteof
- humanexposureto ODA is by dermal

absorption,EPAhasproposed - - - - -

developmentaltoxicity testingby the
- oralroute.Thisis basedon thefactthat

theavailabledatabaseon -- - - - -

developmentaltoxicity testingby the
dermalabsorptionrouteis extremely
smallwhereasthat for oral testingis -

- considerable.Forthis reasonEPA
believestheadvantageof being-better -

ableto interpretdataobtainedby the
oral routeoutweighsthat of the
expectedhumanexposure(dermal)

- route.The-AgencyrequestscOmment
- from interestedpartiesasto whetherthe

oralrouteis themostappropriatefor
animalstudiesof developmentaltoxicity
in this case. -

6. EPAhasproposedthatreproductive
systemhistopathologystudiesbe
conductedin conjunctionwith a 90-day
dermalsubchronictestwith ODA.
Organs-to be studiedare vagina,uterus,
ovaries,testes,epididymus,seminal
vesicles,andprostate.TheAgency
requestscommentas to the adequacyof
thesestudiesasindicatorsof potential -

- reproductivesystemeffects. -- - - -

7. EPAis proposingthat thetesr -

substancebe thepurestcommercial
form of ODA. ThepurestODA generally -

usedincommerceconsistsof fatty -- —

aminemixturescontaining65 to 76
- percentODA. A laboratorygradeis also -

availablewhich is 97 percentODA. In
general,theAgencyprefersthat the
purestavailableform of a chemicalbe
usedfor testing,in orderthat
interpretationof testdatawill notbe
complicatedby thepresenceof
substantialquantitiesof other -

~substances.Formany substances,a -

large fractionof theexpectedexposure
is to a highpuritymaterial.In thecase
of ODA, however,only a verysmall
numberof laboratoryworkersmaybe
exposedto 97 percentODA. TheAgency

requestscommenton which-substar.ce -

shOuldbe testedin this instance.

III. EconomicAnalysisof ProposedRule

- To evaluatethepotentialeconomic
impactof testrules,EPA hasadopteda
two-stageapproach.All candidatesfor
testrules go throughaLevel I analysis:
this analysisconsistsof evaluatingeach
chemical,or chemicalgroup on four
principalmarketcharacteristics:(1)
Pricesensitivityof demand,[2) industry-
costcharacteristics,(3) industry
structure,and(4) marketexpectations.
Theresultsof theLevelI analysisfor
ODA, alongwitha considerationof the - - -

costof therequiredtests,indicatethat
thepotentialfor an adverseeconomic
impactis verylow; therefore,a Level II
analysis,whichquantifiesthepotential
for adverseeconomicimpact,wasnot
neededforODA. - - - - -Totiaflesii~ptsf~rthetestin~in

estimatedto rangefrom$391,593to ~ - -

$1,174,628dependingon theneedto -

performhigher-tieredrnutagenicityand
oncogenicitytesting.Theannualized - -

costsrangeis $101,468to $304,~65per
yearbaseduponspecific test
requirements.On thebasisof an -

estimatedtotalODA productionvolume. -

of 18 to 29 million poundsperyear,the-

costof testingrepresentsapproximately
0.6 to 1.7centsperpoundof ODA

- containedin thevariOusamineproducts.
Thesecostsrepresentbetween0.01 to as
muchas1 perCentof amineproduct
valuedependingon ODA content. -

The potentialfor significant adverse
economiceffectsdue.to this testrule is -

smalLThemarketcharacteristicsof
ODA-containingproductsindicatethat
thepotentialfor adverseeconomic
impactas a resultof thesmall
additionalproductcostincreasesis low.
Thissuggeststhat the ecomnonicimpact
would beminimal. -: . - -- - - -

Fora morecompleteandthorough
discussionof themethodologyusedto
conductthe economicanalysisof this - - ~-- -

testruleseeRef.8. A copyof this - -

dccumentis availablein thepublic - - - -

recordfor this rulemaking,docket - : - ‘ - - -

number[OPTS—42061J.- - - - -

IV. Availability of TestFacilitiesand -

Personnel - -

Section4(b)(1) requiresEPA to
consider“the reasonablyforeseeable - -

availability of thefacilities and - -

-personnelneededto perform thetesting
requiredundertherule.” Therefore,EPA
conducteda studyto assessthe
availability of testfa~ilitiesand
personnelto handletheadditional -

demandfor testingservicescreatedby
section4 testrulesandtestprograms
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negotiatedwith ihdustr,~in placeçf
- rulemaking.Copiesof thestudy, -

“Chemical TestingIndustry:Profile of
ToxicologicalTesting”. October198-1,
cai. heobtainedthroughtheNational
Tech~~icalInformationService -

[PublicationNo. P13 82—140773):
On thebasisof this study,theAgency-

believesthat therewill beavailabletest
facilitiesandpersonnelto perform the
testingrequiredin thisproposedrule:

V. Guidelines.andStudyPlans- -

Thefollowing guidelines/studyp1an~
andotherrelevantsourcesof
informatiOncitedin this proposedtest
rulemakingareavailablefroimthe-
following sources: - - -

1. NationalTechnicalLnformatidi-i-
Service(NTIS), 5285 PortRoyalRoad, --

Springfield,VA 22161.[703-487-4650). -

NTIS
p~iblication

N~.

, -

. - uee - -
-

-

- Price. -

PS83-153918 PesticideAsseas~nm1-l3tjdelines....
P884-233295 New and Ravised Health Elfects

~ Test Guideline- ,.......,

$16.00,

25.00

2. HemispherePublishingCorp.,1025
VermontAvenue,NW., Washington,
D.C. 20095,(202—782—3958).
Dermatotdxicology.2ndEd.,1983.
- Editors:F. F;MarzulliandHL -

- Maiback ...,........ .S64.50

3. OECDPublicationsandInformation
- Cöhter,’Suite120, 1750Pennsylvania
- Avenue,NW., Washington.D.C. 20006.

(202—724—1857). -

OECDGuidelines’for theTestingof
Chemicals .. _.._................... $60.QO-

VI. PublicMeetings - - -

if personsindicateto EPA that they
wish to presentcommentson this
proposedrule to EPA officials who are
directlyresponsiblefor dev/elopingthe
rule andsupportinganalyses,EPAwill
holda publicmeetingon February4~
1985, in Washington~D.C.Thismeeting.-

will beheldafter thedeadlinefor -

submissionofwritten comments,,so that
issuesraisedin thewritten comments.
can bediscussedby EPAandthepublic
commenters.Informationon theexact
time andplaceofthemeetingwilt be
available-from theTSCA Assistance -

Office..Toll Free:(800—424—9065).In
Washington.D.C.: (554—1404).Outside
theU.S.A.: (Operator-202—554—1404). - -

Personswhowishto attendorpresent
commentsat themeetingshouldcall tha
TSCAAssistanceOffl~ceby January3,
1935.While themeetingwill be opento-
thepublic,activeparticipationwill be
limited to -thosepersonswhohave
arrangedto presentcommentsandto
designatedEPAparticipants.Attendees
shouldcall theTSCAAssistanceOffice

beforemaking travel plansbecausethe
meetingwill riot beheld if membersof
thepublic do notindicate theywish to
makeoral comments,,

Shouldameetiñgbe held.the.Agency
will transcribethemeetingandinclude /
the written transcriptin thepublic
record.Participantsareinvited, butnot -

required,to submitcopiesof their
statementsprior to or on thedayof the
meeting..All suchwritten materialswill.
become.partof EPA’s recordfor this
rulemaking. -

VI!. Tudicial Review -

Whenthis proposedrule is.
promulgated.judicial reviewma~ybe
availableundersection~ oFTSCA in -

theUnited.StatesCourtof Appealsfor
theDistrict of ColumbiaCircuitor for
~hecircuitin which thepersonseeking
review-residesor has.itsprincipal.place
of business.Tb provideall interested
personsanequalopportunityto file a
timely petitionfor judicial reviewandto
avoidsocalled“races-to-the:
courthouse:’EPA.intendst~promulgate
this rule forpurposesof judicial review.
two weeksafterpublishingthefinal rule
in theFederalRegisterThe effective
datewill be calculated,fromthe -

promulgationdate.

VIII. PublicRecàrd - -

EPAhasestablishedapublic record
for this rulemaking,docketnumber

- [OPTS—42061].Thisrecordincludes,the
- basicinformation,consideredby the

Agencyin developingthisproposal;and
appropriateFederalRegisternotices.
Theagencywill supplementtherecord
withadditionalinformationasit is-
received.

Therecordincludesthefollowing-
information:-

A. SupportingDocumentation
(1) FederalRegisternoticespertaining

to this ruleconsistingof: -

1~(a).Noticecontainingthe designation.
of ODA to thepriority list (48FR 55674,.
December14,1983)-andall bommentson
ODAreceivedin. responseto thatnotice.,

‘~ (b) Noticeof proposedtestruleon
ODA.. - -

~ (c) Noticeof final ruleon5EPA’s.TSCA
goodlaboratorypracticestandards-(48
FR 53922,November29, 1983}

-~“ (d) Notice-of final rule on testrule -

developmentandexemptionprocedures-
(49-FR39774,October10, 1984). -

(~Noticeof final rule on 1,1,1-
- trichioroethaneestablishingPart799

GeneralProvisions(49 FR3981O~
October10, 1984).

- ‘~(- (1’) Noticeof final ruleon data
reimbursementpolicy andprocedures
(4aFR31786.July 11,1983).

(2) SupportDocuments:consistingof:

~‘(a) ODA technicalsupportdocument.
~)((b) Economicanalysis-support
document.

(3) Minutes of informalmeetings..-
(4) Communicationsbeforeproposal

consistingof: -

(a) Writtenpublic andintra-agencyor
interagencymemorandaandcomments.

(b) Summaries-oftelephone
conversations..

(c)-Summariesof meetings. -

- - (d) Re-ports—-publishedand - - -

unpublishedfactualmaterials,including--
contractor’s’reports. -

B. References -

~ (1) USEPA.U.S. EnvironmenalProtection. -

- Agency.Assessmentof testing-needs:- -

oleylamine(9-octadecenylamine).support
aocument.Washington;D.C. Officeof T&xic
Substances.1984. -

~— (2) Elfinger,F.F..andKoehier.F..
“ComparativeTeratolágicalStudieswith

- Organic~luoriileCompounds,theirBases
andAtnines.’Dtsch.zahnaerztLZ. 32:861—
866. (InGerman;Englishtranslation)1977.

(3) Bio/dynamicsIncr. A segmentHI
perinatal~andpostnatalstudyof amine
fluoride 335/242in rats.ProjectNo, 72R—819.
Philadelphia~PA:MenleyandJames
Laboratories.1973. -

7~( (4) Bio/dynamicsInc.Amine fluoride335/
242segmentII rabbit teratologystudy.Project
No. 72R—818.Philadelphia.PA: Menleyand

- JamesLaboratories. 1973.
‘~k (3) Bio/dynamicsInc. A segmentI rat

fertility study of aminefluoride 335f?~12.
ProjectNa. 72R~17.Philadelphia.PA: .

Manley& JamesLaboratories.1973.
(6) Blo/dynamicsInc. A segmentII rat

teratologystudyof aminefluoride 335/242,

ProjectNo~72R—820.Philadelphia.PA:
MenleyandJamesLaboratories.1973. -

~ (7) Bio/d3inamicsInc. SegmentII rat
teratologystudyof aminefluoride335/242

(repeatof previous study). ProjectNo.73R—

- 880. Philadelphia.PA.Manley andJames
Laboratories.1973~ -

-)4-- (8) USEPA.U.S. EnvironmentalProtection
Agency.EconomicImpactAnalysisof
ProposedTestRulefor 9-Octadecenylamine.
Washington,D.C..Office of ToxicSubstances.
1984. -

(9) TJSEPA.U.S.EnvironmenalProtection.
Agencyreportof meetingwith -

representativesofAkzoChemieAmericaand
ChemicalManufacturersAssoci ion.May 9.

1984. - -

c~((10) USITC. InternationaLTrade
‘Commission.SyntheticOrganicChemicals.
U.S.production.and-sales.1982. Washington.
D.C.: U.S. GovernmentPrintingOffice-, USITC
pub.1422..1983. -

Confidentialbusinessinformation
(CBfl, while partof therecord,is not
availablefor publicreview.A public
version.of therecord,fromwhichC~
hasbeendeleted,is availablefor
inspectionin theOP’I’S ReadingRoom.
Rm. F.—107,401 M Si-SW.,Washington,
D.C., from.8 a.zn.to 4 p.m..Monday
throughFriday,exceptlegalholidays.
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IX. OtherRegulatoryRequirements

A. ExecutiveOrder12291 -

UnderExecutiveOrder12291.EPA
mustjudgewhethera regulationismajor
andthereforesubjectto therequirement
oia RegulatoryImpactAnalysis.
Accordingto section1, definition (b)
“major rule” meansanyregulationthat
is likely to resultin: (1) An annualeffect
on theeconomyof $100million or more:
(2) a major increaseincostsor pricesfor
consumers,individual industries, - -

Federal,State,or local government
agencies, or geographicregions:or (3) - -

significantadverseeffectson -

competition,employment.,investment,
productivity,innovation,or on the --

ability of UnitedStates-based -

enterprisesto competewith foreign-
basedenterprisesin domesticor export
markets.Thistestrule is notmajor
becauseit doesnotmeetanyof the
criteriaset forth in section1(b) of the
Order.First,the estimatedannualcost - -

of all thetestingproposedfor ODAis
$115,048 to $344,625peryearover.the

testing andreimbursementperiod. -

Second,becausethecostof therequired
testingwill be distributedovera large
productionvolume,therulewill have

only very minoreffectson users’prices
- for this chemical,evenif all testcosts

are passedon.Finally, taking into
accountthenatureof themarketfor this

substance, thelow level of costs
involved,andtheexpectednatureof the
mechanismsfor sharingthecostsof the
requiredtesting.EPAconcludesthat
therewill be no significantadverse
economiceffectsof anytypeas a result
of this rule. -

- - - - Thisproposedregulationwas
-submittedto theOfficeof Management

and Budget(0MB) for review as
requiredby ExecutiveOrder12291.A~ty
commentsreceivedfrom 0MB are

included in thePublicRecordfor this
rulemaking. - - -- -

B. RegulatoryFlexibility Act

UndertheRegulatoryFlexibility Act
- (RFA). (15 U.S.C.601 etseq.,Pub. L. 96—

354, September19, 1980),EPAis
certifying that this testrule, if - -

promulated, will nothavea significant -

impacton a substantialnumberof small
entitiesfor thefollowing reasons:

1. All six manufacturersare large
businessesor subsidiariesof large

businesses, Thereareno small
manufacturersof this chemical.

2. Smallprocessorsare notexpected
to perform testingthemselves,or-

participatein theorganizationof the
testingefforts.

3. Small processorswill experience
only veryminorcostsif anyin securing
exemptionfrom testingrequirements

andare unlikely to be affectedby - -

reimbursementrequiretr~ents.
- 4. Themagnitudeof theunit costsof
testingis relativelylow, or less thantwo
centsperpoundin the upperbound
case.Thus,any testingcostspassedon
to small processorsthroughprice
increaseswill besmall. -

C. PaperworkReductionAct -

The Office of ManagementandBudget
- (0MB) hasapprovedtheinformation
- collection requirementscontainedin the
proposedrule undertheprovisionsof
thePaperworkReductionAct of 1980,44
U.S.C.3501 etseq.andhasassigned
0MB controlnumber2070—0033.
Commenti.ontheserequirementsshould
besubmittedto theOffice of -

InformationandRegulatoryAffairs of
0MB,‘markedAttention:DeskOfficer

- for EPA.Thefinal rulepackagewill - -

respondto any0MB or pubii& - - -

commentson theinformationcollection
requirements. - - - — -

List of Subjectsin 40 CFRPart799
Testing,Environmentalprotection,-

Hazardousmaterial,Chemi~.äls.- -

- (Sep 4, Pub.L. 94-469, 90 Stat.2OQ6: 15 U.S.C.

260~ -

/ Dated:November8. 1984. : - -

William D. Ruckeishaus, - -

Administrator. -- - -

PART 799—~~~MENDED]- —

Therefore,it is proposedthat40 CFR
Part 799be amendedby adding
§ 799.3300 toreadas follows: - -

§ 799.3300 Oleylamine. -

(a)Identificationof testsubstance.(1)
9-Octadecenylamine(hereafterODA)
(CASNo. 112—90—3)shallbe testeditt

accordancewith this part.
(2) TheODA testsubstanceshallbe

thepurestcommercialform: Laboratory-

grade(97 percentODA). Thevehicle -

shallbe onesuchas mineraloil for -

- - - - which thereare,adequatehistorical
toxicologicaldataandwhichwill not
interfere in thetestiesults. - - - -

(b) Personsrequiredto submitstudy
plans,conducttestsandsubmitdata.

- All personswho manufactureorprocess
- substancescontainingODAfrom the

effectivedateof thefinal rule to theend
of the reimbursementperiodshall -

submitlettersof intentto test, -

exemptionapplications,andstudyplans
andshall conducttestsandsubmit data
asspecifiedin this sectionandPart790
of this chapter.(Information collection
requirementsapprovedby the Office of
ManagementandBudgetundercontrol
number2070—0033.) -

(c) Healtheffectstesting—{1)
Develoomentaleffects—(i)Required
testing.Art oraldevelopmentaltoxicity

testshall beconductedwith ODA in tWO

mammalianspecies,preferablyrat and
rabbit. - -

- (ii) Studyplans.For guidancein
preparingstudy-Ølans, theNew and -

RevisedHealthEffectsTestGuidelines,
publishedby NTIS (PB 84—233295)
shouldbe consulted.Additional
guidancemaybeobtainedfrom the
PesticideAssessmentGuideline~,
publishedby NTIS (PB 83—153916).

(2) Mutageniceffects—chrornosornal
aberrations—(7JRequiredtesting. (A)
An in vitro cytogeneticstestshallbe
coriductedwith ODA. - - -

(B) An in vivo cytogeneticstestshall
beconductedwith ODA if the in vitro - -

cytogeneticstestconductedpursuantto
paragraph(c)(2)(i)~A) of this section -

producesa negativeresult. - - - -

(C) A dominantlethal assayshallbe
conductedwith ODA if eitherthe in --

vitro or in vivacytogeneticstest- - - -- -

conductedpursuantto paragraph - -- - - - -

-- (c)(2)(i)- (A) or (B)- of this section
produces a positiveresult. - -

(D) A heritabletranslocationassay -

shallbe conductedwith ODA if the - -- --

dominantlethalassayconducted --

pursuantto paragraph(c)(2)(i)(C)-ofthis
sectionproducesa positiveresult. -

(ii) Studyplans.Forguidancein
preparingstudyplans,theNew and -

RevisedHealthEffectsTestGuidelines, -

- publishedby NTIS -(PB 84—233295), -

shouldbe consulted.-Additional - -

guidancemaybeobtainedfrom the - - - -

PesticideAssessmentGuidelines,
publishedby NTIS (PB 83—153916). - - -

(3) Mutageniceffects—Gene
Mutations—.(i)Requiredtesting.(A) A - -

Salmonellatyphimuriummammalian - -

microsomalreversemutationassay---
(hereinafter“Amesassay”)-shallbe
conductedwith ODA. -

(B) A genemutationinsomaticcells - - - -

assayshallbe conductedwith ODA if
theAmesassayconductedpursuantto -

paragraph(c)(3)(i)(A) of this section --

producesa negativeresult. - - - -:
(C) A sex-linkedrecessivelethal test -- -

inDrosophilamelanogastarshallbe - - - - -

conductedfor ODA if eithertheAmes
assayor thegenemutationin somatic - - -

cellsassayconductedpursuantto - :
paragraph(c)(3)(i) (A) or (B) of this — - --

sectionproducesa positiveresult. -

(ID) A mousespecificlocustestshall
beconductedfor ODA if thesex-linked
recessivelethal testin Drosophila
melanogasterconductedpursuantto

- paragraph(c)(3)(i)(C) of this section
producesa positiveresult.

(ii) Studyplans.Forguidancein
preparingstudyplans,theNew and
Revised~HealthEffects TestGuidelines,
publish~dby NTIS (PB 84—233295),
should~beconsulted.Additional - -
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guidancemaybe obtainedfrom the
PesticideAssessmentGuidelines,
publishedby NTIS (PB 83—153916).
- (4) Oncogenicity—(i)Requiredtesting. -

A 2-year,derrnalonco~enicitybioassay-
shall be conductedwith ODA if positive
resultsareobtainedin anyof the
following mutageniceffect tests -

conductedpursuantto paragraph(c) (2)
or (3) of this section:

(A) Thegenemutationassayin
mammaliancells.

(B) Thesex-linkedrecessivelethal
genemutationassayinDrosophiia -

melanogaster..
(C) The in vitro cytogeneticsassay,or -

(D) the in viva cytogeneticsassay.
(ii) Studyp/ens.Forguidancein - - -

preparingstudyplans,theNew arid
RevisedHealthEffectsTestGuidelines, -

publishedby theNTIS (PB 84—233295),
shouldbeconsulted.Additional
-guidancemaybeobtainedfrom the

Organizationfor Economic.Cooperation
andDevelopment(OECD)“Guidelines
for theTestingof Chemicals”as adopted
by the OECDCouncilon May 12. 1981,
andthe PesticideAssessment-

Guidelines,publishedby NTIS (PB 83—
-- 153916). -

(5) .Subchroniceffects—(i)Required
testing.A 90.daydermalsubchronic
toxicity testshall beconductedwith
ODA. Neurobehavioralobservations,
reproductivesystemhistopathology.and
a-dertnalabsorptiondeterminationshall
beincluded. - -

(ii) Studyplans.Forguidancein
preparingstudyplans,theNew and
RevisedHealthEffectsTestGuidelines,
publishedby theNTIS (PB 84—233295),
andDerrnatotoxicology,2nd Ed..
publishedby theHemispherePublishing
Corp. shouldbeconsulted.Additional
guidancemaybe-obtainedfrom the
PesticideGuidelines,publishedby NTIS
(PB 83—153915). - - -

(d) Availabilityofguidelines.The
guidelinescitedin this proposedrule are
availablefrom:

(1) NationalTechnicalInformation
Service(NTIS), 5285 PortRoyalRoad,
Springfield,VA 22161,(703-487—4650).

NTIS pubIcat~on - Tine - -

PB 83-1539t6 Pesticide Assessment Guidelines
P’S 34—233295 New and Revised He~Ith Etfects Test

- GuidelineS

(2) HemispherePublishingCorp.,1025
VermontAve. NW., Washington,D.C.
20095.(202—783—3958). --

Dermatotoxicotogy,2nd Ed., 1983
Editors:F. F. Marzullj andH. I. Maiback.

(3) OE~DPublicationsand -

Information.Center,Suite120, 1750
PennsylvaniaAve.,NW., Washington,

- D.C. 20006,(202—~24-1~57).OECD
- Cuidelin~sfor theTesting of Chemicals.
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aILLING CODE 6560-50-iA

DEPARTMENT OF fiEALTH AND

HUMAN SERV~CE~

Office of the secrJ~tary-

- 45 CFR Part95

SUMMARY: In Septe~nber1978,Health
andHumanS~rvic~p(HHS)publisheda -

regulationcontainir~grequirementsthat
Stateandlocalgov~rnmentsmust
observeto claim Fe4eralreimbursement
for thecostsof auto4naticdata
processing(ADP) eq~iipmentand
services.Theregula~jionsare afplicable
to certainpublic assi~stanceprograms
undertheSocialSec~irityAct. The-
regulationsweremo~lifiedin February

- 1980 to intplementcertainchanges.
Theseregulationséhange

requirementsfor theblaimingof Federal
matchingfundsfor fFIe acquisitionof
automaticdataproc~ssing(ADP)
equipmentandservicesin the
administrationof pulllic assistance -

programsunderthe ~ocialSecurityAct
titles I, IV, X, XIV, X~I(AAI3D). XIX
añdXX.

The changemodifi~stheregulationto
conformto recentlegislativechanges -

andraisesthe-HHS 1briorapproval
thresholdformostStateand local
governmentacquisitions.Thepurposeof
thechangeis to: -

—Simplify andmaketheseregulations
consistent,to themaixirnumextent
possible,with thoseI~egulationsthat -

governavailability of FFPat the
enhancedmatchingr~tefot -

computerizedsystem~thatsupport - -

programsundertitle ~V—A,IV—D and
XIX of theSocial SecprityAct;

—Allow Statesmc~eflexibility in --

implementingsmall~‘stems;and
—Reducepaperwc~k.

DATES: Commentsm~stbereceivedby
- - January18,1985.If w4receive

substantive-comment~,HHS will reissue
- theNPRM at a laterd~te.Wewill

-considercommentss~4bmittedin -

responseto theprese~kteffort to update
Office of Managemer~tandBudget
Circular-A—102, to th~extentthatsuch
commentsrelateto p~ovisionsof these
proposed

ADDRESSES: Send-written commentsto:
JosephF. Costa.lbfrector,Office of
Public and.State~ata Systems,OMAS, -

HubertH. HumpijreyBuilding Room
514—E,200 IndepehdenceAve., SW.,
Washington,D.C.j20201. - —

FOR FURTHER INF~RMATlONCONTACT:
JosephF. Costa(~02)245—7488.
SUPPLEMENTARY +IFORMATION: HHS,
thenHealth,Edudation,andWelfare
(HEW), publishedfinal regulations
“AutomaticDatajprocessingEquipment
andServices—C~nditionsfor Federal-
FinancialParticip~ationt”,SubpartF of 45
CFRPart95 in th~FederalRegister,page
44851,on Septeml~er29, 1978.These
regulationsrequiredStateand local
governmentsto o’tltain prior-written
approvalby the D~partmentfor the
acquisitionof AD~equipmentorADP
serviceswhenthe~acquisitioncosts
exceeded$25,000.ITheseregulations
weremodifiedby h rulechange
publishedin theF~deralRegister.page
10794,on Februar~’19, 1980,to raisethe
prior approvalthr?sholdto Sl00,000for -

acquisitionscostingthat amountor more
in FederalandStje fundsovera
twelve-monthperi~odand toS200.000in
FederalandStatejfunds for the total
acquisition.The changealsorequired
Statesto submita~briefprior noticeof
acquisitionforAD~Pequipmentand
servicesthat costS25,C00.to3100,000
overa twelve-mothhperiod. - -

- In analyzing-St~herequestsmade
sincethe1980reg~ilationchange.IIHS
foundthat Staterequestsfor
acquisitionscosti4zgbetween$100,000
and$200,000repr~sent9.9 percentof the
totalnumberof re~uestsbutonly 1.4
percentof thedol~ramountrequested.
Additionally, F1H~found thatStateshad
submittedonly 10~prior noticesduring
thethree-yearpertod.Therefore,HHS is
raising the priora~provalthresholdto
$200,000for acqui~itionscostingthat
amountor moreitt FederalandState
funds overa tweli~re-monthperiodandto
$300,000in Feclera~landStatefundsfor
the totalacquisiti~n:andis eliminating.
theprior noticerequirement,thus
reducingpaperwo~krequirements.The
changesalsomodify theregulationto
conformto recentlegislativechangesin
administrationof ~omeSocial Security
Act programsand~toclarify the - - -

regulatorylanguage.
Specificsof theóhangesare:
1. The AdoptionAssistanceandChild

WelfareAct of198~(Pub.L. 96—272,June
17,1980) amendedtitle IV of the Social
SecurityAct by ad~IingPartE—Federal
Paymentsfor Fostek’ CareandAdoption
Assistance.We ar& addingtitle IV—E to
theapplicablelist of programscovered
underthis regulation.This is basedon

Automatic Data P
and Services; Coi
Financial Particip

AGENCY: Office of
ACTION: Notice of
(NPRM).

ocessing Equipment
~itions for Federal
tion - - -

te Secretary,HHS. -

~oposedRulemaking -


